AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Food and Drug Administration, HHS

(iii) Adequate description, as appro-
priate to the product, of the uncertain-
ties in magnitude expressed in terms of
percentage error, of the ultrasonic fre-
quency effective radiating area, and,
where applicable, the ratio of the tem-
poral-maximum effective intensity to
the temporal-average effective inten-
sity, pulse duration, pulse repetition
rate, focal area, and focal length. The
errors in indications specified in para-
graphs (c¢)(1) and (c)(2) of this section

SUBCHAPTER

§1050.10

shall be stated in the instruction man-
ual.

(iv) A listing of controls, adjust-
ments, and procedures for operation
and maintenance, including the warn-
ing ‘“‘Caution—use of controls or ad-
justments or performance of proce-
dures other than those specified herein
may result in hazardous exposure to ul-
trasonic energy.”

[43 FR 7166, Feb. 17, 1978, as amended at 45
FR 16483, Mar. 14, 1980; 53 FR 112565, Apr. 6,
1988]
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